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Page 1 of 5/Ctp. 1143 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HoykanH IOHHop®, TabneTku aucneprupyemele [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300629

Batch Quantity / O6bem maprun : 547.50 kg

890001658522

Analytical Report No / Ananurnueckuii oryer Ne :

Date of Analysis / laTa ananmsa: 30.04.2023

Date of Manufacture / lata npoussoacrsa : Mar-2023

Date of Expiry

/ Cpok roanoctH : Feb-2028

Analysis performed according ND / Anamm3 npoeaen no H: [TN011252/02-041021

Ne  [Test/ Iloxazatenn
1 Descrlptlon / Onucanne

Results / Pe3yabTathl

|Spec1ficat10n / Hopma

one side and characteristic odor. /
Kpyrnsie
TabIeTKU po3oBoro
DJHOM

C XapaKTepHBIM 3aNAXOM.

CTOpOHE,

TIOCKOLMIMHApHUeckneKpyribie
LuBeTa  CradneTkH
BKpareHusMH, ¢ Gackol U puCKOH HABKPATEHWSIMY, C PACKON U PUCKOH HA

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tabletJ
with impregnations and a score-line onwith impregnations and a score-line on

one side and characteristic odor. /
MIOCKOUMIUHAPUUECKIE
pPO30BOro LBeTa C

ONHOI
C XapaKTEpHbIM 3al1aXOM.

CTOpOHe,

|
'Identiﬂcation /
TMoaIMHHOCTDH

I\J|

Complies as prescribed/
COOTBETCTBYET

The retention times of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / BpemeHa
YICPXKHMBAHHS OCHOBHBIX MHKOB Ha
XpoMarorpamme PICHI:ITyeMOI“Oi
PAcTBOpA JIOJDKHBl COOTBETCTBOBATH
BpeMeHaM  YIIEPKUBAHMA NHKOB Ha
Xpomarorpamme pactBopa
cTaHmapTHLIX 00pa3uoB nbynpodeHa
1 napaueramoJia (pazzen
«KonuuecTBEHHOE ONpPENENEHUEY).

Remarks: The Product conforms to ND/
IIpumeuanune: IIponykt coorBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToaroToBneHo: a

Pardeep Kumar 1
B @\,.—

—

Checked by /
[IpoBepeno; Himesh Kumar

eV, M

Approved by: Mana gerz’Executn e /
OnodpeHo: Mene,ancepf
Pykosoaurens Manoj Kumar

wil

Reprint Date:
JHara: 30.04.2023

Reprint Date:
Hara: 30.04.2023

Reprint Date:

Jata: 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.ccm
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Page2of 5/Ctp. 2 u3 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun FOuuop®, TabaeTku aucneprupyembie [nas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300629

Batch Quantity / O6bem naptuu : 547.50 kg

890001658522

Analytical Report No / Ananuruyecknii otyer Ne :

Date of Analysis / Jlata ananu3sa: 30.04.2023

Date of Manufacture / lata npousBoacTsa : Mar-2023

Date of Expiry / Cpok rognocrn : Feb-2028

Analysis performed according ND / Ananns nposeagen mo HJ: 11 N011252/02-041021

Ne Test / Iloka3zaTeyn

Results / Pe3yabTaThl

Specification /_Hopma

3 Average weight of tablets /
Cpeanss macca TabeTox

367.6 mg/ 367.6 mr

Complies/cooTBETCTBYET

357.7 mgto 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 mr mo 372,3 mr
|(365,0 mr =+ 2,0 %)

4 Disintegration /
|Pacnagaemoct
5 Dissolution /
PacTBopenue

00 min:27 Seconds/00 muH 27 Sec

INot more than 3 min /
He 6osee 3 Mun

100% to 103 %

98% to 101%

Not less than 70% (Q) of Ci3H 305
(ibuprofen) after 30 min /

He wmenee 70 % (Q) C[3H1802
(nbynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,

(nmapaueramou) yepe3 30 MUH

6 Dispersibility /
JlucnepcHOCTH

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 pm sieve is formed
(O0pazyeTcs OAHOPOAHAA CYCHEH3HS,
MPOXOAALLIAA YEPE3 CHTO C PasMepoM
orBepeTiii 710 MKM |

Remarks: The Product conforms t

o ND/

Ilpnmeuanne: [Ipoaykt cootBeTcTBYeT TpebopaHusiM HJI

Opinion: APPROVED
3akmouenune: OJOBPEHO

Jara: 30.04.2023

Hata: 30.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxrotoBnexo: f ITposepeno: Himesh Kumar Onobpeno: Menemxep / @l}_‘_
Pardeep Kumar Sy = PykoBogutens Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jlara: 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page3 of 5/ CTtp. 313 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun FOunop®, Tabdaerku gucneprupyemoie [nis aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300629 Batch Quantity / O6bem naprtun : 547.50 kg
Analytical Report No / Ananutuueckuif oryer Ne : Date of Analysis / laTta ananu3sa: 30.04.2023
890001658522

Date of Manufacture / JlaTa npouspoacrea : Mar-2023 |Date of Expiry / Cpox rogHocts : Feb-2028

|Analysis performed according ND / Anaau3 nposeaen mo HJI: [T N011252/02-041021

lLN‘g |[i est / llokazatean Results / Pe3yabTaThl

Specification / Hopma |

7 Related substances /
PoaCTBEHHBbIE IPUMECH

Method 1 / Merton 1 —
Determination of 4-Amino |
Phenol content / OnpeneneHue
CONEpXKaHUS COAEPKAHUS
4-amuHObeHoMa

0.0002%

Method 2 / Merton 2 — 0.08%
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HEUJIEHTA(DULMPOBAHHBIX
npumeceit ubynpodeHa u
fapaueramosna

0.08%

Iotal impurities (Method 1+Method 2)

4-aminophenol (paracetamol impurity) / |
“-amuHo(eHon (MpuMech napaleTamorna)
- not more than 0.005% / e 6onee 0,005
%%

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Ennuwmaa'
HeuaAeHTH(OHIIPOBaHHAS pUMECh
noynpodena unu napaueramona -

not more than 0.2% / He 6onee 0,2%

Cymma npumeceit (Meton 1 + Meton 2) -
not more than 0.7% / He 6onee 0.7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [Iponykt coorsercTByeT TpeboBanusm HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosnexo: J’// [Tposepeno; Himesh Kumar Onobpeno: Menemxep / ‘}h? i
Pardeep Kumar . Y i DL Pyxooautens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Hata: 30.04.2023 Hara: 30.04.2023 Hara: 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND]A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 4 of 5/Ctp. 4135

[Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann IOunop®, Tadjerku qucneprupyemsbie [ns aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300629

Batch Quantity / O6bem nmapTuu : 547.50 kg

890001658522

Analytical Report No / Avanutndeckuit oTuer Ne :

Date of Analysis / lata ananu3sa: 30.04.2023

Date of Manufacture / JlaTa npon3BogcTsa : Mar-2023

Date of Expiry / Cpok rogsocru : Feb-2028

Analysis performed according ND / Ananns nposeaen mo H: [T N011252/02-041021

8 Microbial limits /
Mnukpoouonoruueckas

YHCTOTA

a) Total aerobic microbial

count / Ob1uee yucno

A’pOOHBIX MUKPOOPTaHU3MOB

:b) Total combined yeasts and
mould count / O61uee uncio
IPOMOKEBBIX M TJIECHEBBIX

Less than 100 CFU/g /
Menee 100 KOE/r

Less than 100 CFU/g/
Menee 100 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

LNot more than 100 CFU/g /
He 6onee 100 KOE/r

- Paracetamol / mapaneramon

rpu6os Shall be absent in 1g/ OtcyTcTBHE B 1 T
| Absent
©) E. coli
) Uniformity of dosage units / | Acceptance value (AV) should be not
OIHOPOAHOCTDH AO3HPOBAHHUS 1.7 more than 15.0 / [Ilokasareinb
npuemaemoctn (AV) nomkes OwviTh He
- Ibuprofen / ubynpoden oosee 15,0 '
Acceptance value (AV) should be nof
more than 15.0 / [lokasartens
1.7 puemnemoctn (AV) nomken ObiTh HE

ponee 15,0

Remarks: The Product conforms to ND/
Ilpumeuanne: IIponykt cootBeTcTBYET TpeGoBanusm H]I

Opinion: APPROVED
3axmwouenne: OJIOBPEHO

Prepared by /
IToarorosieHo:
Pardeep Kumar

Checked by /
ITposepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep /
S

PyxoBoaurens Manoj Kumar

ey,

Reprint Date:

Jarta: 30.04.2023

Reprint Date:
Hata: 30.04.2023

Reprint Date:

JHara: 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40-4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Page5of 5/ Ctp.5u35

"Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxanu HOnnop®, Tabnerkn aucneprupyemsie s gereii], 100 vr + 125 mr

Batch No / Cepnst Ne : V2300629

Batch Quan

tity / O6wem maprun : 547.50 kg

890001658522

Analytical Report No / AHanuTHYecknii oTyer Ne :

Date of Analysis / laTa anann3za: 30.04.2023

Date of Manufacture / laTa npoussojcrsa : Mar-2023

Date of Expiry / Cpox roasoctu : Feb-2028

Analysis performed according ND / Ananus nposenes 1o HJI: IIN011252/02-041021

10 |Assay / KosmuecTBeHHOe | 90.0 mg to 110.0 mg of C3H 50,
onpejeneHue | (ibuprofen) per tablet /
101.9 mg /101.9mr O1 90,0 mr no 110,0 mr C)3H 304
| (nOynpoden) B Tabnerke
112.5 mg to 137.5 mg of CsHyNO;
1257 mg/ 125.7 mr (paracetamol) per tablet /
Ot 112,5 mr mo 137,5 mr CgHyNO,
- (napaueramon) B Tabnerke
11 Package / YnakoBka 10 tablets in PVC/Al blister. 210 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / ITo 10garton pack. / ITo 10 Tabnetok B onnctep
rabaerox B 6aucrep u3 IIBX/Almz TIBX/AL Ilo 1, 2 unu 20 OGnucrepos
[lo 2 OGancrepa Bmecte ¢BmecTe c MHCTPYKLMEH 10 IPUMEHEHHUIO B
HHCTPYKUHMEH 1O TMPUMEHEHHIO BNAaYKy KAPTOHHYIO.
| 1A4KY KapTOHHYIO. B‘
12 Labeling / MapkupoBka According to ND. / B cootserctum ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C. |
Npanenne
B opurunansuoil ynakoske (Gnuctep B nauke) Mpu TEMIEpaType HE BbILLE
25 °C.
14 Shelf life / Cpox rognocTn 5 years / 5 net -

Hata: 30.04.2023

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: IIponykT coorsercrayer Tpeboanusam HJI 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: ITposepeno: Himesh Kumar Onobpeno: Menemkep /

Pardeep Kumar fo’ = J = Pykosoautens Manoj Kumar o
Reprint Date: Reprint Date: Reprint Date:

Hara: 30.04.2023

Jata: 30.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1S84PLC004507
www.drreddys.com




